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INSTRUCTIONS FOR USE
Legs 3.0 short and long
Caps 2.0 & Spacer 3.0
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1 Symbols
Symbols Explanation Legs 3.0 Caps 2.0 | Spacer 3.0
° Indicates the need for the user to consult the
1 user manual. X X X
Specifies the manufacturer's lot code so that
LOT the batch can be identified. X X
SN Specifies the manufacturer's serial number so X
that a specific medical device can be identified.
UDI Indicates media that contains unique device X X X

identifier information.

135°C Sterilizable to the indicated temperature

§§9 X X

Indicates a medical device that has not
undergone a sterilization process. X X X

M D Indicates that the item is a medical device.

CE marking, Indicates European technical
conformity. X

Indicates a medical device intended exclusively
for single use. X

2 Indication and contraindication

/N Upon delivery, the devices, Legs 3.0 and Caps 2.0 are packaged in PE film and are not sterilized. PE
film is not sterilizable.
—Clean and disinfect the s device.
- Sterilize thes device.

/N Maintain and clean your instruments according to recommended instructions. Sterilisation shall
comply with the sterilisation instructions set out in point 2 Maintenance.

/N The 2ingis® legs 3.0 and the 2ingis® Caps 2.0 are external drill supports that attach to the
contra-angle and do not penetrate in any way partially or entirely into the tissue of the human

body.

/N The 2ingis® legs 3.0 and the 2ingis® Caps 2.0 are only used with the 2ingis® custom-made dental
surgery guide and the W&H® contra-angle handpiece (WI-75 E/KM W&H® contra-angle).

/N The 2ingis® legs 3.0 and the 2ingis® Caps 2.0 can only be used by dentists.
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/N About the 2ingis® Spacer 3.0:

A

There are 15 different sizes of 2ingis® Spacer 3.0:
Model: 1.0 mm  Reference : ZA310RG
Model: 1.5 mm  Reference : ZA315RG
Model: 2.0 mm  Reference : ZA320RG
Model: 2.5 mm  Reference : ZA325RG
Model: 3.0 mm  Reference : ZA330RG
Model: 3.5 mm  Reference : ZA335RG
Model: 4.0 mm  Reference : ZA340RG
Model: 4.5 mm  Reference : ZA345RG
Model: 5.0 mm  Reference : ZA350RG
Model: 5.5 mm  Reference : ZA355RG
Model: 6.0 mm  Reference : ZA360RG
Model: 6.5 mm  Reference : ZA365RG
Model: 7.0mm  Reference : ZA370RG
Model: 7.5 mm  Reference : ZA375RG
Model: 8.0 mm  Reference : ZA380RG

Upon delivery, the medical device, 2ingis® Spacer 3.0 is packaged in PE film and is not sterilized.
PE film and packaging are not sterilizable.
—Clean and disinfect the medical device (see points 2.1 to 2.3)

The 2ingis® Spacer 3.0 must not follow the sterilization process

The 2ingis® Spacer 3.0 is for single use. In case of reuse of the product, ease of use is not
guaranteed.

Maintain and clean your instruments according to recommended instructions. The 2ingis®
Spacer 3.0 must not be disinfected with alchool.

This piece is only used for the placement of dental implants using a 2ingis® custom dental
surgery guide.

Each 2ingis® Spacer 3.0 is identified by a number corresponding to its height.

It is the responsibility of the user to ensure the following:

Only sufficiently validated procedures, especially for equipment, should be used for cleaning,
disinfection and sterilization.

The equipment used is regularly maintained, checked and calibrated.

The washer-disinfector complies with EN ISO 15883-1.

The sterilizer complies with EN 13060 or EN 285. In addition to these instructions, observe the
regulations in force in your country as well as the hygiene rules of the dental practice or
hospital.

How to avoid problems

Use only the instrument in accordance with its intended use.

Never allow surgical residues (blood, secretions, tissue residues) to dry on an instrument;
Clean immediately after surgery.

Thoroughly clean inlays only with soft brushes.

Disassemble instruments and meticulously clean cavities.

Never disinfect, clean (even with ultrasound) or sterilize together instruments made of
different materials.
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e Use only cleaning products and disinfectants intended for equipment and follow the
manufacturer's instructions for use.
e Rinse disinfection and cleaning agents thoroughly with water.
e Dry the instruments with filtered compressed air and allow enough time for this step.
o Never leave or store humid or wet instruments.

/N Damaged and/or blunt instruments must be treated and disposed of according to the standards
established in your country.

3  Maintenance

The devices, 2ingis® legs 3.0 and the 2ingis® Caps 2.0 are delivered in its non-sterilized packaging.
The complete reprocessing process consists of 4 steps:

1. Cleaning

2. Disinfection

3. Inspection, functional testing, packaging
4. Sterilization

/N The reprocessing process for the 2ingis® Spacer 3.0 includes only the first 3 steps.

3.1 Cleaning
Cleaning and disinfectant product.
e Compatible with cleaning metal and plastic instruments.
e The chemicals used are compatible with the instruments.
e The cleaning agent is suitable for ultrasonic cleaning (no foaming).
e The disinfectant has been tested for effectiveness and contains no fixatives.
e Do not mix cleaning and disinfecting agents.
e Only freshly prepared solutions are used.
e The instructions for use of manufacturers of cleaning and disinfecting agents must always be
followed. The concentrations and times of action indicated by the manufacturer of the
cleaning and disinfecting agent must be strictly adhered to.

Cleaning with an ultrasonic bath

1. Place the instruments in an ultrasonic bath.

2. Ensure that instruments do not touch other instruments. Instruments made of different
materials cannot be placed in the same bath.

3. Perform an ultrasonic cleaning cycle (frequency 35 kHz) for 10 minutes in a bath of deionized
water comprising a cleaning solution (advanced sterilization products) at room temperature
(20 £ 2 °C).

4. Remove instruments from the ultrasonic bath.

5. Rinse all instrument cavities three times (3x) under deionized running water at room
temperature (20+ 2°C) for at least 10 seconds or until no dirt residue is visible.

3.2 Disinfection

Manual processing

1. Place the cleaned instruments in the disinfection bath for the specified time of action (advanced
sterilization products) at room temperature (20 + 2 °C). Ensure that instruments are covered by the
disinfection solution, filling all cavities and removing air pockets. Ensure that instruments do not touch
each other.

2. Rinse all instrument cavities three times (3x) with a disinfectant solution at the beginning and end
of the action time using a disposable syringe (minimum volume of 20 ml).
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3. Remove instruments from the disinfection bath.

Rinsing

4. Immerse the instruments completely in a large volume of water for at least 1 minute.

5. Rinse instruments thoroughly with water at least five times (5x). Rinse all cavities and gaps in
instruments five times (5x) with water using a disposable syringe (minimum volume 20 ml).

6. Remove instruments and remove rinse water. Always use new volumes of water for each rinse. Do
not reuse rinse water.

7. Repeat steps 4 to 6 BY PERFORMING A TOTAL OF THREE (3) RININGS with large volumes of fresh
water to remove residues from the sterilization product. Residues can cause serious side effects.

Drying

8. Dry components inside and outside with filtered compressed air.

9. Pack instruments as soon as possible after removal (see section 2.3). Make sure instruments are dry
before packing them for sterilization. If additional drying is required, dry them in a clean place.

3.3 Inspection and packaging

After cleaning and disinfection, always check parts for signs of corrosion, damaged surfaces, cracks
and contamination and rule out any damaged parts. Instruments with illegible markings should also
be replaced.

/N Instruments that are still contaminated must be cleaned and disinfected again. Damaged,
corroded or worn instruments should not come into contact with intact instruments to prevent
contact corrosion. Replace missing devices with new cleaned and disinfected parts.

3.4 Sterilization
/N This step is not valid for the 2ingis® Spacer 3.0.

The sterilizer manufacturer's instructions for use must be strictly observed. Always follow the sterilizer
manufacturer's instructions for use, especially with regard to loading weight, operating time and
functional tests.

Only the steam sterilization methods listed below can be used for sterilization. Any other method of
sterilization (hot air, radiation, plasma, formaldehyde or ethylene oxide sterilization)is not permitted.

Steam sterilization

- Fractional vacuum method with sufficient drying time and in accordance with EN 13060 or EN 285.

- Validated in accordance with EN ISO 17665 (valid 1Q/OQ and product-specific performance
evaluation (PQ)).

- Maximum sterilization temperature of 135 °C; plus a tolerance corresponding to EN ISO 17665, i.e.
137 °C.
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4 Use of the product

4.1 General description ofproducts

4.1.1 Devices and Accessories used:

Legs 3.0

Contra angle WI-75 E/KM W&H®

Caps 2.0

Spacer 3.0 (if applicable)

Drill (suitable for surgery)

%4 The 2ingis® Custom-made surgery guide

AR DB RN

This guidance system makes it possible to respect the ideal positioning (depth, axis, angulation) of the
dental implant planned in the planning made by the dental specialist.

4.1.2 Description of Legs 3.0

The 2ingis® Legs 3.0 is part of the 2ingis® guidance system. It is an invasive and reusable medical device
intended for temporary use by professional dentists for implantology and endodontics. It is inserted
into the mouth orifice and in combination with the WI-75 E/KM W&H?® contra-angle in the 2ingis®
custom-made surgical guide. The 2ingis® Legs 3.0 guides the WI-75 E/KM W&H® contra-angle for
drilling and placing dental implants using a custom-made 2ingis® surgical guide.

The 2ingis® Legs 3.0 is a piece that is attached to the head of the W&H® contra-angle using spring steel
clips. The drill bit in the WI-75 E/KM W&H® contra-angle rotates freely through the guidance system.
The two guide rods of the Legs 3.0 are inserted into a custom-made 2ingis® surgical guide in order to
perfectly direct the drill during the intervention.

The 2ingis® Legs 3.0 is made of steel.

Figure 1 Legs 3.0
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4.1.3 Description of Caps 2.0
The 2ingis® Caps 2.0 is a part of the 2ingis® guidance system. It secures the fixation between the
2ingis® Legs 3.0 and the W&H contra-angle when placing dental implants using a custom-made 2ingis®
dental surgical guide. The 2ingis® Caps 2.0 prevents the operator from pressing the push button on
the W&H® contra-angle that unclips the drill.

The 2ingis® Caps 2.0 is placed on the WI-75 E/KM W&H?® contra-angle head thanks to the flexibility
due to the design.

The 2ingis® Caps 2.0 is manufactured by 3D printing in Cr-Co.

,‘ lx

Figure 2 Caps 2.0

4.1.4 Description of Spacer 3.0
The 2ingis® Spacer 3.0 is a part of the 2ingis® guidance system. It allows you to adjust the length of the
borehole according to the surgery to be performed.

The 2ingis® Spacer 3.0 is attached to the two rods of 2ingis® Legs 3.0. The drill bit, used in the
combination of the 2ingis® Legs 3.0 and WI-75 E/KM W&H® contra-angle, rotates freely through the
guidance system. The male side parts of the 2ingis® Legs 3.0 are inserted into the appropriate female
parts of the 2ingis® custom surgical guide placed in the patient's mouth. The male side parts will guide
the WI-75 E/KM W&H?® contra-angle and its drill during the intervention.

Each 2ingis® Spacer 3.0 is identified by a number corresponding to its size.

The 2ingis® Spacer 3.0 is made of resin.

Figure 3 Spacer 3.0
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4.2 Usage protocol
1. Before the procedure, the product has been cleaned and sterilized (see point 2.
Maintenance).
2. The assembly is done by pushing the 2ingis® Legs 3.0 on the head of the WI-75 E/KM W&H®
contra-angle to the "clip". The dismantling is carried out by simple traction.

3. Le 2ingis® Caps 2.0 is inserted by pushing it on the head of the WI-75 E/KM W&H?® contra-
angle to the "clip". During this work, be sure to hold the Legs 3.0 with your thumb to prevent
it from slipping away. The dismantling is carried out by simple traction.

4. In case of drilling depth adjustment, use the 2ingis® Spacer 3.0. The assembly is done by
sliding the 2ingis® Spacer 3.0 on the two guide rods of 2ingis® Legs 3.0 to the "clip". The
dismantling is carried out by simple traction.

‘BT T
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5. During surgery for dental implant placement, the male side parts of the 2ingis® Legs 3.0 are

introduced into the appropriate female parts of the 2ingis® custom-made surgical guide placed

in the patient's mouth. The male side parts will guide the W&H® contra-angle and its drill bit

to carry out the intervention. All parts of the guidance system and the 2ingis® custom-made

dental surgical guide guide the W&H® contra-angle before the drill bit enters the patient's
jawbone.

5 Storage condition
The 2ingis® Legs® 3.0 and 2ingis® Caps 2.0 have an indefinite lifespan and are reusable. Store these
product in a dry and clean place:

e Temperature during storage and transport: -40°C to +70°C

e Humidity during storage and transport: 8% to 80% (relative), non-condensing

About the 2ingis® Spacer 3.0:

/N Store the product in a dry, clean place at a temperature between 5°C and 30°C.
/N The 2ingis® Spacer 3.0 is not reusable.

6 Disposal

/N Check that the parts are not contaminated during disposal.

/N The 2ingis® Spacer 3.0 has no harmful effects on the environment.

/N Comply with local and national legislation, guidelines, standards, and requirements for disposal of
Medical Devices and their Packaging.

7 In the event of an incident

In the event of a serious incident concerning the device, the user must report it to the manufacturer
via the email address admin@2ingis.eu and the competent authority of the Member State in which
the user is established (by consulting the EUDAMED website).
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